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Profil
Company Profil

CZEDMA je zajmové sdruzeni pravnickych osob s ndzvem
Ceska asociace vyrobctl a dodavatelt diagnostik in vitro,
kterd v roce 2007 pracovala je$té pod nazvem Ceska asociace
dodavatell prostiedk(l zdravotnické techniky in vitro.

CZEDMA byla zalozena jako pravnicka osoba dle §20f
obcanského zakonika v bfeznu 2001 a je zapsana v registru
zajmovych sdruzeni pravnickych osob, vedeného u odboru
vnitfnich véci Ufadu méstské ¢asti Praha 6, pod ¢.reg. ZS
40/1/01 ze dne 9. 5. 2001.

Sdruzeni bylo zalozeno s cilem umoznit svym ¢lenlim
dodavat na trh vyrobky, zarucujici nejvyssi kvalitu zdravotni
péce, nejucinnéjsi ochranu zdravi a nejucinnéjsi diagnostiku.
Mé otevienou strukturu, kterd pfispiva ke zprahlednéni

trhu a zastupuje specifické a spole¢né zajmy svych ¢lend

pfi jednénich s vlddou, odbornymi asociacemi a skupinami
spotiebiteld.

Sdruzeni podporuje vysoky eticky standard v oblasti
zdravotnickych prostredkd in vitro, zajistuje informace pro
pracovniky ve zdravotnictvi a i¢astni se navrhu proces(

a expertiz ve vécech, vztahujicich se k zdravotnickym
prostiedktim IVD, vcetné sladéni s principy Evropské unie.

CZEDMA v roce 2009

realizace projektu LabTestsOnline v ¢eském jazyce
komunika¢ni politika

mezindrodni aktivity

spoluprace s CLS JEP, pacientskymi organizacemi
a dal$imi subjekty

prazkum trhu IVD

sledovani pohledavek, dostupnost financ¢nich
prostredk pro ¢leny

stabilizace ¢lenské zakladny

Vize CZEDMA
Ucelné vyuzivat laboratorni medicinu ve prospéch pacienta
Mise CZEDMA

Aktivné propagovat laboratorni medicinu v Iécebné preventivnim
procesu, soustavné dbat na dodrzovani kvality a podilet se
na spoluvytvaieni legislativniho a regulacniho prostiedi

zdravotnickych prostredkii in vitro

CZEDMA, the Czech Association of Manufacturers and
Suppliers of in Vitro Diagnostic, is the interest association of
juristic persons. CZEDMA was established as a juristic person
according to §20f of the Civil Code in March 2001.

CZEDMA was founded with the aim to enable its members
to supply on the market such products that guarantee the
highest quality of health care, the most efficient health
protection and the most efficient diagnostics.

It has an open structure that contributes to the transparent
market and represents common and specific interests of
its members in negotiations with the government, expert
associations and groups of consumers.

The association supports the high ethical standard in the
area of in vitro medical devices, provides the information for
the health service workers and takes part in the legislation
process concerning IVD medical devices.

CZEDMA in the year 2009

I mplementation of Lab Tests Online project

in the Czech language

Communication politics

International activities

Cooperation with the Czech Medical Society of JEP,
patient organizations and other subjects

IVD market research

Late payments monitoring, accessibility of financial
resources for the members

Stabilization of membership base

CZEDMA vision
Effectively use the laboratory medicine in the favour of the patient
CZEDMA mission

Actively promote the laboratory medicine both in therapy and
prevention, systematically observe the quality of IVD products
and participate in the formation of legislative and regulatory

background of in vitro medical devices



Clenové asociace, volené organy
CZEDMA members, voted authorities

Abbott Laboratories s.r.o.
Diagnostic Division, Hadovka Office Park, Evropska 2590/33D,
160 00 Praha 6

APRs.r.0.
SeverozapadniV ¢.35, 141 00 Praha 4 - Spofilov

Assista Czech s.r.o.
Soukopova 13,602 00 Brno

BIOMEDICA ¢S, s.r.o.
Na Safrance 9, 101 00 Praha 10

bioMérieux CZ s.r.o.
Hvézdova 1716/2b, 140 78 Praha 4

Bio-Rad spol. s.r.o.
Nad Ostrovem 1119/7, 147 00 Praha 4

BioVendor Laboratorni medicina a.s.
Central Trade Park, Evropska 873, 664 42 Brno - Modfice

COMESA spol. s r.o.
Plarnanska 1, 108 00 Praha 10 - Malesice

Dade Behring Austria GmBH
Pod Vinici 2028/20, 143 01 Praha 4 - Modfany
do 30. dubna 2009

DIALAB s.r.o.
Nam. Osvoboditelt 1, 153 00 Praha 5 — Radotin

DiaSorin Czech s.r.o.
K Hajdm 2b, 155 00 Praha 5
od 1.kvétna 2009

Volené organy
do 10. brezna 2009

predseda Lenka Novakova
mistopredseda pro legislativu Petr Smidl

DRG spol.sr.o.
Sumavska 33,612 54 Brno

EUREX MEDICA spol. s r.o.
Vystavni 604/111, 703 00 Ostrava-Vitkovice

GeneProof a.s.
Vini¢ni 235,615 00 Brno

Immunotech a.s.
Radiova 1, 102 27 Praha 10

LACOMED s r.o.
250 68 Husinec-Rez 130

MEDESA s.r.o.
Na Vysehradé 1092, 572 01 Policka

Orion Diagnostica
Bélohorska 57, 169 00 Praha 6

Oxoid CZ s.r.o0.
Kastanova 64/539, 620 00 Brno

PLIVA-Lachema Diagnostika s.r.o.
Karasek 1,621 33 Brno — Re¢kovice

Roche s.r.o.
Diagnostic Division, Karlovo nédmésti 17, 120 00 Praha 2

Siemens Healthcare Diagnostics s.r.o.
Central Trade Park, Evropskd 873, 664 42 Brno - Modfice

Solupharm s.r.o. .
Azurova 20, 621 00 Brno — Reckovice

Sysmex CZ s.r.o.
Elgartova 683/4, 614 00 Brno

Voted authorities

Up to March, 2009
president Lenka Novakova
vicepresident Petr Smidl

mistopredseda
¢len predsednictva

¢len predsednictva
od 10. brezna 2009

predseda
mistopfedseda
mistopredseda
¢len predsednictva
¢len predsednictva

Cestny predseda

Vykonné organy

vykonny feditel

tajemnice

Ivana Holoubkova
Blanka Chmelikova
Petr Svoboda

Petr Smidl

Lenka Novakova
Blanka Chmelikova
Ivana Holoubkova
Jan Wolf

Vratislav Svoboda

Lubomir Stfiz
Jana Vockova

vicepresident
presidium member

presidium member
since March 10, 2009

president
vicepresident
vicepresident
presidium member
presidium member

honorary president

Executive authorities

executive manager

secretary

Ivana Holoubkova
Blanka Chmelikova
Petr Svoboda

Petr Smidl

Lenka Novakova
Blanka Chmelikova
Ivana Holoubkova
Jan Wolf

Vratislav Svoboda

Lubomir Stfiz
Jana Vockova




Hlavni ukoly v roce 2009
Main Tasks 2009 |

Jako zakladni dokument jsme definovali a zpracovali strategii
na léta 2009 - 2011 a v ni jsme urcili vizi a misi na uvedena léta.

Popularizace vyhod laboratorni diagnostiky in
vitro u Siroké verejnosti pomoci icinné externi
komunikace

Hlavni principy komunikacni politiky ve sméru na:

Pacienta

Projekt Lab Tests Online v ¢eské verzi je urcen hlavné
pro laického pacienta.V roce 2009 byl webovy portal
zdkladnim komunika¢nim nastrojem na tuto cilovou
skupinu.

Cca 200 testl bylo doplnéno, dalsi se zpracovavaji
Obséhla komunika¢ni kampan

Nardst ndvstévnosti o 250 %

Navazana spoluprace s pacientskou organizaci Koalice
pro zivot, uzaviena smlouva, upoutavky a informace o
LTO na jejich webu

Lékare a laboratorni specialisty

Lab Tests Online — mezinarodni pfirucka laboratornich
test(i - spole¢ny projekt EDMA, CZEDMA, CSKB, vice na
www.labtestsonline.cz

Hlavni smér komunikace na lékafe Lab Tests Online, ve
spolupréaci s CSKB

Na webu CZEDMA byly cilené informace pro skupinu
odbornych Iékafd pfesmérovany na LabTestsOnline
Partnefi Medical Tribune, SUKL, Progres (program
rendlniho sceeringu), Klinika zdravi, Rescue112
Inzerce Lab Tests Online a CZEDMA ve skriptech prof.
Chromého

Marketingové aktivity: vyuziti potencidlti ¢lenli na
propagaci Lab Tests Online bylo omezené sméfovano
na seminare, setkani s praktickymi Iékafi a klinickymi
pracovniky

Ve spolupraci s ostatnimi odbornymi spole¢nostmi
laboratorni diagnostiky nebyl dokoncen zadny projekt

Vedouci predstavitele spole¢nosti a management
nemocnic

. Zpracovana Vyro¢ni zprava CZEDMA za rok 2008
. Pripraven Pozi¢ni dokument k vybérovym fizenim a
navrzen dalsi postup

Ostatni asociace a profesni sdruzeni

Ustanoveny kontaktni osoby pro jednotlivé odborné
spolec¢nosti

Osloveny odborné spole¢nosti a sezndmeny s nasi
¢innosti (VZ 2008) a dalSimi ukoly (Strategie 2009 -11)
Navézana spoluprace s asociacemi CzechMed a AVDZP
ve sméru vybérovych fizeni a legislativy

Predany informace o &innosti a zaméfeni na SUKL,
Ministerstvo zdravotnictvi a CIA

CZEDMA 2009 - 2011 Strategy was defined and processed as
a basic document. For this period of time, CZEDMA vision and

mission were specified.

Popularization of benefits of in vitro laboratory
diagnostic in the general public using the
efficient external communication

Main principles of communication policy related to:

Patient

Project Lab Tests Online in the Czech version is meant
mainly for a lay patient. In 2009, this web portal
represented the basic communication tool for that group
of population.

- Ca 200 tests were added, the next are processed.
Extensive communication campaign.
Grow of the attendance by 250 %.

- The contact with the patient organization Coalition for
health was made. The agreement was concluded, trailers
and the information on LTO on their web sites.

Physicians and laboratory specialists

. Lab Tests Online — the international handbook of
laboratory tests — the common project of EDMA,
CZEDMA and CSKB (Czech Society of Clinical
Biochemistry), more see on www.labtestsonline.cz.

The main direction of the communication to physicians -
Lab Tests Online, in cooperation with CSKB.

«  On CZEDMA web sites, the goal-directed information
for the group of expert physicians was redirected to Lab
Tests Online.

. Partners Medical Tribune, SUKL (State Institute for Drug
Control), Progres (renal screening programme), Health
Clinic, Rescue112
Publicity of Lab Tests Online and CZEDMA in professor’s
Chromy university textbook.

Marketing activities: CZEDMA members advertised Lab
Tests Online (LTO) at workshops and meetings with
practice physicians and clinical workers.

In cooperation with other expert societies of laboratory
diagnostic, no project was finished.

Management of companies and hospitals

End of year 2008 report was written.
Position paper on tenders was prepared and the
following procedure proposed.

Other associations and career corporations

Contact persons for individual expert societies were
appointed.

. Expert societies were contacted and informed about
our activities (End of year 2008 report) and other tasks
(Strategy 2009 -11).

«  CZEDMA cooperated with associations CzechMed and
AVDZP in problems concerning tenders and legislative.
Information on our activities and orientation were
transferred to SUKL, Ministry of Health and CIA (Czech
accreditation Institute).



Regulacni prostredi
Legal Regulative Environment

Podpora a ovliviiovani zakonného regula¢niho
prostredi pro zdravotnické prostiedky IVD

Spoluprace s EDMA

Pfendseni vysledkl a zavérd jednani komise EDMA SQRM
do pracovni komise pro legislativu a ¢len(im CZEDMA

Stanoviska CZEDMA
Upraveno ,Stanovisko CZEDMA k SOP” ¢. 2007-07 dle
jednanis CIA
Zpracovano stanovisko k vigilanci, predano CSKB k
dalsimu projednani s cilem vydani spole¢ného materidlu

Zpracovavané materialy
Zpracovan edukacni material k vigilanci

Vlypracovano jednotné nazvoslovi tykajici se vigilance
(FSN, FSCA)

Pozadavky na bezpeénostné technické kontroly pfistrojd
IVD

Sledovani podkladl pro fizenou dokumentaci externi
legislativy

Spoluprace s dalsimi subjekty

Spoluprace s CzechMed a v pracovni skupiné MZd
k novelizaci zékona ¢. 123/2001 Sh.

Spoluprace s CzechMed a AVDZP na,Pozi¢nim
dokumentu - Informace o sou¢asnych pozadavcich na
dokumentaci ZP*

Spoluprace s CSKB na,Celkovém bilirubinu” - situace,
testovani, hodnoceni

Osloven SUJB k problematice zadkona 281/2002 Sb a jeho
vykladu k IVD

Support and influencing of legal regulative
environment for IVD medical devices

Cooperation with EDMA

Transfer of results and conclusions of EDMA SQRM
committee to @ZERMA members and legislative
committee:

CZEDMA Guidance Documents

The guidance document to SOP was modified on the
basis of the discussion with CIA.

The guidance document to vigilance was formulated
and transferred to further discussion with CSKB, the aim
is the common guidance decument.

Materials processed
Education material about vigilance was formulated.

Standard Czech terminology concerning vigilance (FSINg
FSCA) was worked out. Requirements for security and
technical check of IVD instruments.

Monitoring of documents for controlled documentation
of external legislation.

Cooperation with other subjects

Cooperation with CzechMed and the Ministry of Health
concerning the amendment of the law No. 123/2001
Coll.

Cooperation with CzechMed and AVDZP in Position
Paper “Information on current requirements for MD
documentation” - see Projects.

Cooperation with CSKB in “Total bilirubin” - situation,
testing, evaluation.

Discussion with SUJB (State Office for Nuclear Safety)
to problems of the law No. 281/2002 Coll. and its
explanation relevant to IVD.




Informace o trhu
Market Informations

Zajisténi pristupu k informacim o trhu ZP IVD
pro ¢leny CZEDMA

Vyzkum trhu
Ve spolupréaci s CIP a EDMA na drovni Ceské republiky
Probéhla konsolidace celkového trhu IVD v CR za rok 2008
Probéhl reporting dat za 1. a 2. pololeti 2009

Probéhlo vyhodnoceni za 1. a 2. pololeti 2009 a jeho
srovnani's minulymi léty

V prizkum trhu je zapojeno 12 ¢lenli - Abbott
Laboratories s.r.0., bioMerieux CZ s.r.0., BIO-RAD spol. s r.0.,
Bio Vendor- Laaboratorni medicina a.s., DiaSorin Czech
s.r.o., DRG spol. s r.0., Immunotech a.s., Medesa s.r.0., Oxoid
CZ s.r.0,, Pliva-Lachema Diagnostika s.r.o., Roche s.r.0. a
Siemens Healthcare Diagnostics s.r.o.

byly pfredany odpovidajici informace ¢leniim o:
Celkové velikosti trhu
Celkové velikosti jednotlivych skupin IVD
Tendenci (nérdst/pokles), celkové a jednotlivych skupin

Pocet ucastnikd prizkumu trhu se zvysil o jednoho -
DiaSorin Czech s.r.o.

O velikosti trhu byli informovani i zastupci CSKB

Obchodni problematika

Hodnoceni pohledavek ¢lentt CZEDMA vici zdravotnickym

zafizenim bylo provadéno pololetné
Doslo ke stabilizaci pohledéavek po Ih{ité splatnosti
Vysledky byly pravidelné zvefejiiovany

. Problém s v¢asnym zasilam dat u nékterych ¢lent

Informovanost ¢lent

Clenové byli priib&zné informovani o trhu IVD,
o pohledavkach a pripadné dalsich zalezitostech

I .

Access to information on the IVD medical
devices market for CZEDMA members

Market research

In cooperation with CIP and EDMA on the level of the
Czech republic.

Consolidation of the total IVD market in the year 2008 in
the Czech republic was performed.

The data for the 1st and 2nd semester of 2009 were
reported.

The evaluation of the market for the 1st and 2nd semester
was performed together with its comparison with the past
years.

12 members take part in the market research.

the following information concerning the IVD market was
presented to CZEDMA members:

Total size of the market
Total size of the individual IVD groups.

Trend (increase/decrease) both of the total market and the
individual groups

The number of the market research participants increased
by one

The CSKB representatives were informed about the size of
the IVD market.

Commercial matters

The evaluation of the late payments of CZEDMA members
towards medical institutions was performed twice a year.

The evaluation shows the stabilization of the late
payments.

The results were published regularly.

There was a problem to obtain the data from several
members in time.

Members awareness

Members were informed continuously on the IVD market,
late payments and other matters.



Interni prostredi
Internal environment

Kultivace interniho prostredi asociace

Interni komunikace

V roce 2009 se konala 1 Valna hromada, 1 ¢lenska schiize,
10 jednani predsednictva

Vsichni vedouci pracovnici firem ¢lend CZEDMA byli
pisemné osloveni a informovani o ¢innosti CZEDMA
(Vyrocni zprava 2008, hospodareni 2008 a hlavni Ukoly na
dalsi obdobi obsazenych ve Strategii na 2009-11)

Webové stranky byly pouzivany jako zékladni nastroj
vzajemné interni komunikace - projekty, sekce pro ¢leny

Kontrola hospodareni a rozpoctu byla provadéna
pravidelné na predsednictvu a i na ¢lenské schiizi

Zpracovan materidl k vnitini komunikaci, jeho zavéry jsou
v diskuzi

Vyuzit potencialu ¢lenské zakladny

Vyhodnocena dotaznikova akce — dalsi zaméreni Cinnosti
na LTO, legislativu, prizkum trhu, pohledavky a spolupréci
s odbornymi spole¢nostmi

Pokracovali jsme v projektovém systému prace, do
jednotlivych projektd se bohuzel zapojil jen tzky okruh
¢len(, prevazné z predsednictva

Byly ustaveny dvé pracovni skupiny — pro Lab Tests Online
a pro legislativu, normy a kvalitu

Zajistit vyssi validitu velikosti trhu ZP IVD

Pocet ucastnik( prizkumu trhu se zvysil v roce 2009
o jednoho

Rozsirit ¢lenskou zakladnu

V roce 2009 byl pfijat jeden novy ¢len - DiaSorin, a jeden
ukoncil ¢lenstvi - Dade Behring

Soucasny stav ¢lenské zakladny 23 ¢lent

Byli vytipovani mozni adepti na ¢lenstvi v CZEDMA,
¢astecné osloveni

Cultivation of the association internal
environment

Internal communication

In the year 2009, one general assembly, one members
meeting and 10 presidium appointments took place.

All company managers of CZEDMA members were
informed in a written form on CZEDMA activities (End of
year 2008 report, 2008 financial report and the main tasks
for the next term contained in Strategy 2009 -11).

The web sites were used as a basic tool of mutual internal
communication — projects, the section for members.

Supervision of income and expenses statement and
of the budget was performed regularly on presidium
appointments and the members meeting.

The material concerning the internal communication was
prepared and its conclusions are discussed.

Utilize the membership base potential

Completed questionnaires were evaluated - the result is
to concentrate the activities on LTO, legislation, market
research, late payments and the cooperation with expert
societies.

The work system consisted in the solution of individual
projects. Unfortunately, only a limited group of members,
mostly from the presidium, was involved in the projects.

Two working groups were established - for LTO and for
legislation, regulations and a quality.

Ensure the higher validity of the IVD market size

The number of the market research participants increased
by one in the year 20009.

Extend CZEDMA membership

One new member was accepted in the year 2009 -
DiaSorin, and one member finished its membership - Dade
Behring.

At present, CZEDMA has 23 members.

Other possible companies for membership were chosen,
some of them addressed.



Mezinarodni spoluprace
International Cooperation

Vyuziti ¢lenstvi v EDMA pro rozsifeni Utilize membership in EDMA for extension

mezindrodni spoluprace na vybranych otazkach of international cooperation on selected issues
a problémech and problems

Predany informace o ¢innosti (VZ 2009), dalsich ukolech
(Strategie 2009-11) a novém predsednictvu CZEDMA na
vedeni EDMA

Ucast na hlavnich jednani EDMA - 30.Valné hromadé
EDMA (30. vyroci zalozeni EDMA)

Spolupréce v mezinarodnim projektu Lab Tests Online
Meeting ICC LTO Varsava

EDMA - Evropské fondy a financovani

NAM’s meeting k Lab Tests Online Brusel

Brusel meeting o upgrade webovych stranek Lab Tests
Online

Workshop k prtizkumu trhu CIP Brusel
Pravidelnda komunikace s EDMA

Predavany informace o ¢innosti EDMA ¢lenlim (News
Update)

Navéazana spoluprace se SEDMA, jednani s predstaviteli
SEDMA, vzdjemné predany zakladni informace (hlavni
dokumenty, stanoviska apod.)

EDMA management was informed on CZEDMA activities
(End of year 2009 report), further tasks (Strategy
2009 - 2011) and the new CZEDMA presidium.

CZEDMA took part in EDMA General Assembly
(EDMA 30th Anniversary).

Cooperation in Lab Tests Online project
Meeting ICC LTO in Warsaw

EDMA - European funds and financing

NAM’s meeting on Lab Tests Online in Brussels

Meeting on the upgrade of Lab Tests Online web sites in
Brussels

Workshop on CIP market research in Brussels
Regular communication with EDMA

Information on EDMA activities were transferred to the
members (News Update).

CZEDMA entered into relations with SEDMA, meeting
with SEDMA representatives, basic information (main
documents, guidance documents etc.) were transferred.
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